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TRANSATLANTIC INNOVATION DIALOGUE 
Comments from PhRMA and its Member Companies 



PhRMA and its member companies were extremely pleased to see the establishment of 
the Transatlantic Innovation Dialogue (TID) under the auspices of the Transatlantic 
Economic Council (TEC). We appreciate the recognition of the importance of innovation 
to the global economy by the U.S. and European Union leaders in the TEC. The global 
biopharmaceutical industry is a world leader in bringing innovation to patients in need. 
We wish to be a partner of the U.S. and EU in helping patients and pursuing 
government policies that support continued innovation. PhRMA members alone 
invested an estimated $50.3 billion in 2008 in discovering and developing new 
medicines. This investment in innovation and the future of patients is the foundation of 
our industry. Government policies often help to further this mission, but they can also 
undermine continued innovation. Establishing a dialogue between the U.S. and EU 
designed to highlight and share best policy practices is an extremely important initiative. 

We believe that the biopharmaceutical sector should be a key focus of the TID. We 
have already seen great progress for the sector through the TEC's efforts to remove 
regulatory and other barriers that inhibit trade between the U.S. and EU. Through such 
efforts, jobs have been maintained and created on both sides of the Atlantic, 
contributing significantly to the global economic recovery. Since its inception in 2007, 
the TEC has helped advance two critical issues for the biopharmaceutical industry. 

• First, after receiving significant high-level attention through the TEC, the 
European Commission proposed liberalizing the restrictions that limit the ability of 
PhRMA member companies to provide truthful and accurate information about 
their medicines on the Internet or in print for European patients. This proposal is 
now being considered by the European Council and the European Parliament. 

• Second, under the umbrella of the TEC, the U.S. Food and Drug Administration 
(FDA) and the European Commission held the first Transatlantic Administration 
Simplification Workshop in collaboration with the European Medicines Agency 
(EMA) and the Heads of the EU National Medicines Agencies (HMA) to identify 
administrative requirements for drug registration that can be simplified. 

In addition to these items, PhRMA believes the TEC and the TID can positively 
contribute to removing additional regulatory barriers including market access barriers to 
greater U.S.-EU trade and investment in innovation by PhRMA member companies. 

• In particular, the TID should address the transparency and accountability of 
government pricing and reimbursement policies. These policies often do not 
adequately recognize the value of innovative medicines. Working with 



stakeholders, including the biopharmaceutical industry, to address government 
policies that diminish the value of innovation should be a key component of the 
TID. 

• In addition, the TID should highlight and encourage those government policies 
that effectively encourage and recognize innovation. 

We believe that the U.S. and EU should continue to address key regulatory issues 
through the TEC and the TID in order to further promote a positive climate for continued 
investment in innovation. 



• Parallel Scientific Advice (PSA) : Uncertainty regarding regulatory requirements 
is a significant source of cost and delay in the drug development process. A 
common, shared, and efficient process for obtaining scientific advice from 
regulators in both the United States and Europe would substantially streamline 
this process. Currently, the pilot program for PSA is intended to provide a forum 
between FDA, EMA, and sponsors to engage in scientific discussions around the 
global acceptability of developmental approaches to new drugs in a number of 
"clusters of interest." PhRMA member companies support this process, but 
encourage regulators to give further consideration to how the outcome of their 
discussions can be translated into a shared process which delivers concrete 
efficiencies. The current procedures for PSA do not enhance the speed or 
predictability of the overall global drug development process undertaken by 
multinational companies because regulators still operate independently and often 
have different development requirements. PhRMA therefore encourages the 
regulatory authorities in the United States and Europe to fashion PSA to yield 
"joint," rather than parallel, scientific advice and streamline timelines to provide 
further incentives for its usage. 

• Pediatric Medicine : Harmonizing scientific guidelines will help reduce 
unnecessary exposure of children to clinical trials. We encourage the EMA and 
FDA to provide more transparency and information in monthly teleconferences 
on non-product-specific general discussion outcomes. These regular discussions 
should lead to revision and harmonization of scientific guidelines, specifically on 
issues around juvenile animal studies and extrapolation or design of clinical 
studies. Through the PSA process, we should promote the harmonization of 
templates, requirements and timing of submissions and responses for the 
development of pediatric medicines. 

• Alignment of Critical Path Initiative (CPI) and Innovative Medicines Initiative (IMI) : 
The FDA and EMA have launched major initiatives to foster innovation. FDA's 
CPI and the European Commission - EFPIA Public Private Partnership IMI both 
seek to facilitate the development of innovative new methodologies and tools that 
are better at predicting the safety and efficacy of new drugs. We strongly 
encourage the FDA and EMA to ensure that the results of both innovation 
initiatives are aligned and shared to allow development of common guidance, 



and that creative new development approaches are supported on both sides of 
the Atlantic. 

• Alignment of Risk Evaluation and Mitigation Strategies (REMS) and Risk 
Management Plans (RMPs) : Pro-active evaluation of the safety of medicines, 
after new medicines are licensed is required on both sides of the Atlantic. 
Although the legal requirements may appear different, they are in fact 
complementary. We believe that the FDA and EMA's close collaboration and 
agreement on common templates and principles will lead to one global risk 
management document which is acceptable to both agencies. New tools (e.g., 
signal detection) to support active pharmacovigilance monitoring are currently 
under development. To ensure transatlantic alignment regarding 
pharmacovigilance and other issues of patient safety, we encourage the 
development and agreement of common principles to ensure the global 
interpretability and implementation of safety monitoring activities. The global 
dimension should not be neglected and, to this end, U.S. and EU regulators 
should consider how international regulatory processes such as ICH can 
contribute to wider adoption of science-based risk management. 

• Full Harmonization of Requirements for Clinical Trial Registries and Results 
Databases : Implementation of clinical trial registration and results databases is 
required in the United States and the European Union. PhRMA encourages fully- 
harmonized requirements related to the publication of principles and data fields 
to ensure user-friendly and consistent clinical trial information. This would help to 
ensure that compliance with multinational laws could be achieved in a simplified 
manner. In addition, it would be beneficial to recognize publications in the other 
databases as fulfilling regional requirements. 

Streamlining regulatory procedures creates efficiency in the development chain thus 
establishing increased certainty in the regulatory environment. This increased certainty 
contributes to a policy environment conducive to investment in innovation. In addition to 
streamlining the regulatory environment and addressing market access barriers, the TID 
should also address and support strong intellectual property rights. Given the 
fundamental importance of robust intellectual property protection for the research-based 
pharmaceutical industry, PhRMA strongly encourages continued U.S.-EU cooperation 
to promote enhanced global protection of intellectual property rights in an effort to 
further encourage innovation and scientific discovery. We would particularly encourage 
enhanced dialogue and renewed attention to counterfeiting and enforcement issues in 
bilateral and multilateral discussions. 

PhRMA and its members believe that the TID can contribute positively to the continued 
expansion of the research-based pharmaceutical industry, both in the United States and 
in Europe. This will not only help expand employment and contribute to our countries' 
economic growth, but will also ensure that U.S. and European patients continue to 
benefit from highly innovative and effective medicines. 



